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Attachment B 
CBER approval of this PMA is subject 
to full compliance with the conditions 
described in this approval order. 
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HOme Access- 
COME/V I’S: 

Advantuyes of Home Access System 

w Accurate Results - Reliable OS Tests 

Used’Ly Doctors and Hospitals 

I Safe - Clinically Proven 

I Confidential and Anonymous 

n One Spot’” Technology 
98% of urerr tdlect a blood spot 

os weli 01 meditol proferrionols 

H ALL IN FOUR EASY STEPS 

The Home Access Guarantee 
Home Arm guoronfees thof o/l terf results ore tomplefely anonymous. No nomcs ore ever 

orsorioted wit/~ lest results orrd test resulfs conno/ be linked to he p&rose or replotsment 

ol a specimen colletfion kit II your kit is deferfive in any way, Home Arms will refund he 

purd~ore price or rep/ore your kit. A valid rode number is required for ony relund or 

replacement. you musf read ond follow o/l kif inrfruhrrs. Home Aaess is no/ responsible 

for orry Iodure lo follow ki/ irrslrucliorrs. 

1 Directional Insert 

1 Things You S/IOU/d K/low About 

H/V und AIDS Booklet 

1 Blood Specimen Collection Card 

with Home Access Code Number 

1 Alcohol Prep Pad 

1 Gauze Pad 

2 Safety Lancets 

1 Adhesive Bandage 

1 Specimen Return Pouch 

1 Lancet Disposal Container 

1 Cardboard U.S. Mail Envelope 

DO NOT LET CONTENTS GET WEl 

Hemophiliacs or those on anticoagulant lheropy should 
consult their physician before using this kit. HOME ACCESS HEAlTH CORPORATION 44 ’ 

HOFFMAN ESTATES, I1 601955200 HOME 
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Step 1: 
Register Your Code Number 

. . .the day you collect your blood specimen by calling l-800-400-8988. 

Your blood specimen is perishable. To ensure awuteresults, 

ship your specimen the day you collect it. 

HOME 
ACCESS 
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Blood Specimen Collection Card 



Step2E _ 

Collect Your Blood Spot Specimen 
Poly-bog Contains: Alcohol Prep Pad, Gauze Pad, 2 Safety Lancers, Adhesive Bandage 

and Loncet Disposal Container. Slot Contains: Specimen Return Pouch. 
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Specimen Return Pouch. 
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Step 3: 
p Your Blood Specimen C ard 

Slot Contains: Cardboard Envelope and Express Shipping Envelope. 

Turn Over for Step 4. t%?~ 



l Step 4: 
ng Your Results 
ults after Three Business Days. 

100-8988 and follow the instructions 

)ur results. You can call for your 

hours a day, seven days o week. 



Home Access 
EXPRESS 

44 0 

HOME 
ACCESS 
“.A\LI” 

Four Easy Steps: 
1. Register your Code Number. - 

2. Collect your Blood Spot Specimen. 

3. Ship your Specimen. 

4. Results by Phone. 

If you hove ony questions, please call I-800-400-8988 

24 Hours a Day, Seven Days a Week. 

Lift Tab ) 

To Open 
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The Home Access Guarantee 

Home Access Health Corporation supports HIV/AIDS Service Organizations. 

Control No. 0006 HOME ACCESS HEALTH CORPORATION 44 ’ 
Rev 05/96 HOFFMAN ESTATES, It 601955200 HOME 
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EXPRESS 

For Home Collection of a Blood Spot Specimen 
to Detect HIV-1 Infection 

(Antibodies to Human Immunodeflciency virus, Type 1) 

DIRECTIONAL INSERT 

IMPORTANT 
READ ENTIRE DIRECTIONAL INSERT BEFORE USE 

Favor de virar esta libreta para leer las instructiones en espaiiol. 

L’ABLE OF CONTENTS 

J’EI’ 1: REGISTERING YOUR CODE NUMBER . . . . . . . . . . PAGE 4 

XEP 2: COLLECTING A BLOOD SPOT SPECIMEN . . . . . . . PAGE 5 

TEP3: SHIPPiNG YOUR BLOOD SPECIMEN CARD . . . . . PAGE 11 

TEP 4: GETTING YOUR RESULT . . . . . . . . . . . . . . . . . . . . . PAGE 13 

NFORMED CONSENT . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . PAGE 14 

0 Home Access Health Corporation 1996 

,, -. c 
‘::_ .- 

. 



WARNINGS 
Not for use by hemophiliacs or persons taking blood-thinning 
medications (anticoagulants). 
Keep out of the reach of children. 
DO NOT use any part of this kit internally. 
You may experience dizziness while collecting your blood 
spot specimen. 

NEVER use a Safety Lancet (6) that has been used by 
another person. 
DO NOT collect or leave your blood spot speqimen in a place 
where others may be exposed to it. 
We reserve the right to defer giving test results to clients who are 
likely to harm themselves or others after they obtain their results. 
Failure to dispose of used Iancet(s) as directed may result in 
injury or infection. 
This specimen collection kit is for SELF-USE only. 

LIMITATIONS OF THE HOME ACCESS EXPRES!V SYSTEM 
l Failure to use this specimen collection kit as directed may result 

in an insufficient specimen or inaccurate test result. 
9 Our laboratory must receive a blood spot specimen of adequate 

size and quality or it cannot be tested. 
l Your blood spot specimen is perishable. If not received within 

10 days of collection, it may not be tested. 
l Use by persons under 18 years of age has not been investigated. 
l Not all persons infected with HIV-I will test positive; not all 

persons testing positive are infected with HIV- 1. 
l You cannot retrieve your results without knowing your 

Home Access Code Number. 

CIIIICKING YOUR KI’I 
Compare the numbered contents of your kit to the items listed below: 

No. 

(11 
(21 

(3) 

I41 
151 
(6) 
(71 
(81 
1% 
1101 
{II) 

Component DescriDtion 
Directional Insert 
Booklet, Thitrgs Yorr Slrodtl 

Ktmv Abmt HIV nrrd AIDS 
Blood Specimen Collection 
Card with Home Access 
Code Number 
Alcohol Prep Pad 
Gauze Pad . 

Safety Lancets (2) 
Adhesive Bandage 
Lancet Disposal Container 
Specimen Return Pouch 
Cardboard Envelope 
FedEx@ Shipping Envelope 

WHAT IS THE HOME ACCESS EXPRESS”“’ SYSTEM? 

Home Access Express is an educational, counseling and testing service. 
The service is intended for use by persons to anonymously determine if 
antibodies to HIV- I (Human lmmunodeficiency Virus, Type I) cm be 
detected in their blood. It is intended for home use by persons with little 
or no experience in obtaining blood specimens for medical testing. This 
kit contains all components necessary to collect and ship a blood spot 
specimen to a qualified laboratory for testing. For assistance in 
collecting a blood spot specimen, counseling, or emotional support, 
call I-800-400-8988 to speak with a counselor. 
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STEP 1: REGISTERING YOUR CODE NUMBER STEP 2: COLLECTING A BLOOD SPOT SPECIMEN 

Step 1.a. 

Step 1-b. 

Step l.c. 

Save Your Home Access Code Number 
Carefully tear off the top sheet of your Blood 
Specimen Collection Card (3). It contains your 
personal eleven-digit Home Access Code Number. 
You alone are responsible for this code number. 
If you lose it, you will not be able to get your test 
result! Keep your code number in a safe place. 

Read Informed Consent Section of This Booklet 
Before registering your Home Access Code Number, 
read the conditions of Informed Consent found on 
pages 14 and 15 of this booklet. Registering your 
code number and writing it on the Blood Specimen 
Collection Card (3) (step 2.0. page 10) indicates to 
us that you have read, understand and agree to 
these conditions. 

Register Your Home Access Code Number 
Before collecting your blood spot specimen, you 
must call l-800-400-8988 to register your eleven- 
digit code number. You can call at any time, 24 
hours a day, seven days a week. Listen carefully 
to the instructions and enter the appropriate 
responses using your touch-tone telephone. 
Counselors are available (except holidays) for 
assistance and to answer questions. 

4 

Step 2.a. 
Find a Clean, Dry Place to Collect Your Blood Spot Specimen 
Place your specimen collection kit on a clean, dry surface where you 
can work without interruption for about 20 minutes. It is important to 
keep the Blood Specimen Collection Card (3) clean and dry; the 
laboratory may not be able to test a soiled or wet card. Do not touch 
the card with wet hands. 

Step 2.b. 

l-1 La 0 l 

I 

Step 2.c. 

. 

Read All Specimen Collection Instructions 
For best results, read and carefully follow the step- 
by-step instructions for collection of a blood spot 
sdecimen of adequate size and quality for testing. 

Wash and Dry Ilands 
Wash your hands with soap and warm (not hot) 
tap water. Dry your hands thoroughly. This will 
help remove skin oils and other contaminants that 
could spoil your blood spot specimen. 

5 



Step 2.e. 

Step 2.f. 

Uncover Blood Specimen Collection Card Circle 
Before you draw your blood drops, uncover the 

printed circle on the Blood Specimen Collection 

Card (3) by folding down the protective flap. 

Choose Finger and Puncture Site 
Choose a puncture site on the “soft” pad of the 

fingertip, preferably on the middle or ring finger. 

DO NOT use the pinkie finger. In choosing a 

puncture site, avoid callused areas. 

Clean Puncture Site with Alcohol Prep Pad and 
Dry with Gauze Pad 
Clean the selected puncture site with the 

Alcohol Prep Pad (4). Use the Gauze Pad 

thoroughly wipe off the alcohol from your 
(5) (0 
finger. 

Step 2.~5 

Step 2.h. 

\ 

~ 

. 
.- 

Step 2.i. 

Stimulate Blood Flow to Fingers 
Let your hand with the finger you intend to lance 

hang at your side for 30 seconds. With your halid 

still pointed downward, vigorously “shake” your 

fingers and arm back and forth for a few seconds. 

Position Your Hand and Safety Lancet 
Support the back of your hand on a table or _ 

countertop with the palm up. Doing this will 

help you avoid pulling away or flinching when 

depressing the lancet. Pulling away or flinching 

could result in an inadequate puncture and not 

enough blood flow. Piace the Safety Lancet (6) in 

the other hand between the first and second fingers. 

Your thumb should be on the lancet trigger. 

Draw Blood Drops 
Firmly press the tip of the Safety Lancet (6) 

against the pad of the selected finger, using steady 

pressure to form a dimple. Forcefully depress the 

lancet’s trigger with your thumb. Remove the 

Safety Lancet only after the skin is pierced. You 

should not reuse a Safety Lancet; an additional 

Safety Lancet is provided. 
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Step 2.j. Step 2.1. 
Apply Pressui-e to Finger Near Puncture Site Check Back of Circle to See if Blood Soaked Through 
Turn your hand over and let large drops of free- To ensure you have enough blood on the Blood Specimen Collection 
flowing blood collect at the puncture site. To 
increase blood flow; use your thumb and first 

Card (3), pull back the protective cover and inspect the circle on the 
back (see diagrams below). If there are areas where the blood has not 

finger on your otherhand to gently apply soaked through, place additional blood drops on the front side of that 
pressure around puncture site (as shown). area until the circle on the back is completely filled. If you are 

Step 2.k. . 

Add Blood Drops to Circle on Blood 
Specimen Collection Card 
Once a large drop of blood has formed, touch 

rop gently inside the circle printed on 
the Blood Specimen Collection Card (3). Apply ’ 

blood drops inside the circle until it is completely 
filled. Try not to place one drop of blood directly 
on top of another. You may put extra blood 
outside the circle but the circle itself needs to 
be completely filled. 

, unable to obtain enough blood from a single puncture site, repeat 
steps 2.g.-2.k. using the second Safety Lancet (6). 

IMPORTANT: Our laboratory must receive a blood spot specimen of 
sufficient size and quality or it cannot be tested. 
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Step 2.m. 

Step 2.n. 

Step 2.0. 

Apply Bandage 
After completely filling the circle with blood, 
apply an Adhesive Bandage (7) to the 
puncture site. 

Place Used Safety Lancet(s) in Lancet 
Disposal Container 
Put used Safety Lancet(s) (6) in the Lancet 
Disposal Container (8). Snap the container shut by 
pressing down hard on the lid. Safely dispose of 
the sealed Lancet Disposal Container and all other 
used materials in your home garbage. 

Write Your Code Number and Collection Date 
Write your Home Access Code Number and 
the date you collected your specimen on the 
Blood Specimen Collection Card (3) in the 
space provided. 

DO NOT SIGN YOUR NAME! 

STEP 3: SHIPPING YOUR BLOOD SPECIMEN CARD 

ALLOW BLOOD SPOT TO AIR DRY FOR 30 MINUTES 
BEFORE BEGINNING THIS STEP. 

, Step 3.a. 
Place the Blood Specimen Collection Card in 
Specimen Return Pouch after Drying 
After 30 minutes of air drying, fold the protective flap 
back to its original position on the Blood Specimen 
Collection Card (3). This will protect the blood spot. 
Then place the Blood Specimen Collection Card (3) 
in the Specimen Return Pouch (9). 

Step 3.b. 

Step 3.c. 

Tightly Seal Specimen Return Pouch 
Peel off the adhesive cover at the top of the 
Specimen Return Pouch (9). Fold down along the 
perforation. Press down hard along the back of 
the fold to seal it tightly. 

Place Specimen Return Pouch in Cardboard 
Envelope 
Place the sealed Specimen Return Pouch (9) in the 
Cardboard Envelope { 10). To seal the Cardboard 

Envelope, peel off the adhesive cover, fold down 
the flap and press down hard on the flap. 

10 II 
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Step 3.d. STEI’4: GETTING YOUR RESULT 

,c l . 
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Step 3.e. 

. 

J 

Place Cardboard Envelope in FedEx@ 
Shipping Envelope 
Place the sealed Cardboard Envelope (10) 
into the FedEx Shipping Envelope (11). 
Seal the shipping envelope by peeling off 
the adhesive cover and folding the flap over. 
This envelope has a prepaid shipping 
label attached to it. 

. 

Use FedEx@ for Shipping 
Take the sealed FedEx Shipping Envelope (11) 
to any FedEx Customer Service Center. 
You can also use a FedEx drop-off box 
for shipment. Call FedEx at 
l-800-238-5355 to learn the location 

of the nearest Service Center or drop-off box. 

To get your test result, you must have your Home 
Access Code Number. Use your touch-tone phone 
and dial l-800-400-8988. Please listen carefully 
and follow all instructions. If you do not have a 
touch-tone phone, a counselor will assist you. 
You can call for your result 24 hours a day, seven 
days a week (except holidays). Your result should 

be available three (3) business days after you ship your specimen but 
it may take longer. If your specimen is not received within four (4) 
business days after shipment, lost in transit, or not tested, you may 
be eligible for a refund or replacement kit. 

AVAILABILITY OF RESULTS 
Your result will be available up to 30 days after you first receive it. 
In addition, up to three personal counseling sessions for those found 
to be negative will be available during this time. Results for those 
found to be positive will be available for up to one year, including up 

to six personal counseling sessions. For those testing positive, our 

service offers referral to health care professionals experienced in the 
treatment of HIV/AIDS, and support for partner notification. If you 

require additional medical advice, our counselors will arrange for 
advice from one of our doctors or refer you to a doctor listed in your 
area with experience in HIV and AIDS. 
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INFORMED CONSENT 

The following are the conditions of Informed Consent which I have 
read, understand and to which I agree voluntarily. I am showing my 
agreement by registering my Home Access Code Number by 
telephone and by writing my code number on the Blood Specimen 

L 

Collection Card (3): 

1, 

2. 

3. 

4. 

5. 

I authorize Home Access Health Corporation (HAHC) to use an 
authorized laboratory to test my blood specimen for the presence 
of HIV-l (Human lmmunodeficiency Virus, Type I). 

I understand that a negative result means the blood specimen I 
submitted did not show antibodies to HIV- 1. 

I understand a positive result means I should consider myself 
infected with HIV-l and I must take precautions not to infect other 

people through risky behavior. However, inaccurate results may 
occur and a positive test result alone does not mean I have AIDS 
or will ever develop AIDS. 

I understand an indeterminate result. means the result is neither 
negative nor positive and I should be tested again. 

I understand certain demographic information may be reported 
anonymously to the state health department of the state from 
which I am calling. 

14 

6. 

7. 

8. 

9. 

I understand I may request that HAHC provide me’with a referral 
to physicians or mental health practitioners with experience in 
HIV/AIDS in my area, from whom I may seek care. HAHC 
makes no warranty or representation concerning the qualifications 
of any such physician or mental health practitioner, and HAHC 
shall have no liability or responsibility with respect to the acts or 
omission of any such mental health practitioner or physician. 

I understand HAHC bears no responsibility to provide me medical 
or psychological care regardless of my test result. 

I understand that my test result will be identified only by the - 
Home Access Code Number to protect my identity. 

I have thoroughly read, understand, and followed this Directional 
Insert (1) and Things You Should Know About HIV and AIDS (2). 

10. I understand that failure to strictly adhere to all recommended 
procedures may result in an inaccurate result or my specimen 
not being tested. 

I1 I agree that any liability of HAHC and its physicians and 
counselors shall be limited to the purchase price of this 
specimen collection kit. 

FedEx@ is the registered trademark of 
Federal Express Corporation, Memphis, TN 38 I3 1 

Control No. 0001 Rev. 07196 
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EXPRESS 

Para Tomar Una Muestra de Sangre en SIJ Casa 
para Detectar lnfeccih del VIH-1 

(Anticuerpos al Virus de lnmunodeficiencia Humana, Tipo 1) 

INSTRUCCIONES 

IMPORTANTE 
Lea todas las instrucciones antes de empezar. 

Please turn this booklet over for the English instructions. 

PASO 1. ACTIVANDO SU NtiMERO CI,AVli ............ PAGINA 4 

PASO 2. TOhlANI~O SU SANGRE ..................... PAGINA 5 

PASO 3. ISNVIANI~O SU MUESTRA DE SAN(;RII ....... PAGINA II 

PASO 4. RISCIIIIENI)O SUS’RESUI,TAIWS ............ PtklNA 13 

ACUISRDO 1115 CONSISNTIhlIISN’~O .................. I’ziGINA 14 

0 llome Access 1 lealth Corpxllion IO06 
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ADVERTENCIA 
No se debe war por personas hemofflicas o personas tomando 
medicinas para diluir la sangre (anticoagulantes). 
Mantenga fuera del alcance de nifios. 

No use ninguna parte de este paquete intemamente. 

Usted puede sentir mareo al tomar su muestra de sangre. 
NUNCA use una lanceta (6) usada por otra persona. 
No guarde la muestra donde pueda poner a otra persona en 
peligro de tocarla. 
Guardamos el derecho de no dar resultados de la prueha a un cliente 
que se podra hater daiio personal o a otras personas 
despues de recibir 10s resultados. 
Fallo en desechar la(s) lanceta(s) usada coma se ha explicado 
puede resuhar en herida o infection. 
Este paquete es para US0 PERSONAL solamente. 

LIMITACIONES DEL SERVICIO HOME ACCESS-M 
l Fallo de seguir todas las instrucciones de paquete coma se ha explicado 

puede resultar en una muestra inadecuada o un resultado incorrecto. 
l Nuestro laboratorio tiene que recibir una muestra de sangre de d 

cantidad y calidad adecuada o no podremos hater la prueba. 
l Su muestra es delicada. Si no recibimos su muestra dentro de diez 

dias despues de coleccibn, es posible que no podamos hater la prueba. 

l No se ha investigado el uso por personas menores de IS adios. 
l No todas personas infectadas con el VIH-I probaran positivas. No todas 

las personas con resultados positivos estan infectados con el VIH- I. 

l No puede recibir sus resultados sin saber su numero clave. 

2 
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REVISANDO EL PAOUETE 
Compare las cosas numeradas en su paquete con las cosas abajo: 

Descriocion 
l Instrucciones 
El folleto llamado “Cows Qlw 
Debe Saber Sobre VIH y SIDA” 
Tarjeta para colectar la muestra 
de sangre con su numero clave 
Pario de alcohol 
Cojincillo de gasa esteril 
Lancrras dc III1 solo us0 (2) 
Vendas 
Envase para tlcsechar la(s) 
lanceta(s) 
Sobre para la muestra de sangre 
Sobre de cart&l 
Sobre de envio expresso FedEx@ 

;CUAL ES EL SERVICIO DE HOME ACCESS I:XPRESST”‘? 
servicio de 

I~~llt?llil!l mkliuas. 

paquete contiene lOdilS IilS COWS lltXCSill.iilS pilril COlCCtilr y WViill. una 

muestra de sangre a un l:~b(>ri~tori(~ c~l;llif‘ici~tl~~ pilrii probe (1~’ si1ngl.e. 

Para asislencia en IOIllilr llllil ~lllltZSll’;l tie Sill1gl‘C, cou\cjos 0 ilpOy0 erno- 
cional, Ilame ill l-800-400-8988 pilriI llilhlilr CO11 III1 COllSt2jt2lU. 

3 


































